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DETAILED ACTION 

Election/Restrictions 

I. Claims 1-1, drawn to a surgical drain, classified in class 604, subclass 
541. 

II. Claims 18-20, drawn to a method of utilizing a surgical drain, classified in 
class 604, subclass 541. 

Inventions I and II are related as product and process of use. The inventions can 
be shown to be distinct if either or both of the following can be shown: (1) the process 
for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of 
using that product (MPEP § 806.05(h)). In the instant case the process for using the 
surgical drain can be practiced with another materially different product such as any 
type of surgical drain (i.e. drain having a conduit with first surface on the inside of the 
conduit, etc.). 

Because these inventions are distinct for the reasons given above and the 
search required for Group I is not required for Group II, restriction for examination 
purposes as indicated is proper. 

During a telephone conversation with Marc Brown on 22 September 2005, a 
provisional election was made without traverse to prosecute the invention of Group I, 
claims 1-16. Affirmation of this election must be made by applicant in replying to this 
Office action. 
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Claims 17-20 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Specification 

1 . The disclosure is objected to because of the following informalities: the 'first 
sensing system' as recited in claim 1 is referred to as 'plurality of sensors 12' on page 8 
of the specification. 

Appropriate correction is required to improve consistency. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-4, 9-10 and 12-16 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Johnson (US 3,866,599; herein 'Johnson'). Regarding claims 112 and 
15-16 Johnson discloses a surgical drain 1 comprising an elongated conduit with first 
and opposing second outer side surfaces configured to be implanted in and to drain 
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from a body cavity tissue (col. 1 , II. 7-10, figure 1); a first optical fiber/sensing system 
1 1 , 21 , 27 and a second optical fiber/sensing system 1 1 , 21 , 27 (col. 2, II. 44-49). 

Regarding claim 2 Johnson discloses the optical fibers/sensors determine 
physiological properties such as oxygen saturation and pressure (col. 1, II. 16-22 and 
33-36). 

Regarding claim 3 Johnson discloses the optical fibers/sensors transmit energy 
to and receive energy from body tissue (col. 1, II. 20-25). 

Regarding claims 4 and 10-1 1 Johnson discloses third and fourth optical 
fibers/sensing systems 1 1, 21, 27 that are distinct sensing systems from the first and 
second optical fibers and thus are capable of each sensing different properties. If a prior 
art structure is capable of performing the intended use as recited in the preamble, then 
it meets the claim. See, e.g., In re Schreiber, 128 F.3d 1473, 1477, 44 USPQ2d 1429, 
1431 (Fed. Cir. 1997). 

Regarding claim 9 Johnson discloses the surgical drain comprises an oximeter 
that receives energy from the optical fibers 1 1, 21 , 27 and provides measurements (col. 
2, II. 63-col. 3, line 5. Since the oximeter provides measurements to the user, it is 
capable of displaying these measurements to the user. If a prior art structure is capable 
of performing the intended use as recited in the preamble, then it meets the claim. See, 
e.g., In re Schreiber, 128 F.3d 1473, 1477, 44 USPQ2d 1429, 1431 (Fed. Cir. 1997). 

Regarding claims 13-14 Johnson discloses the elongated conduit 2 further 
comprises housing 20; the housing 20 supports optical fibers 1 1 , 21 , 27 and are thus 
embedded and affixed inside housing 20 of conduit (col. 3, II. 6-9). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 

(US 3,866,599; herein 'Johnson') as applied to claim 1 above, and further in view of 

Russo et al. (US 4,317,452; herein 'Russo'). Johnson discloses a surgical drain 1 

having a conduit configured to rest against a length of tissue within the body and having 

a lumen 22 (figures 1-6, col. 2, II. 29-col. 3, line 5). Johnson does not expressly disclose 

the surgical drain comprises a plurality of drain holes. Russo discloses a surgical drain 

comprising a conduit 10 having a plurality of holes along the entire length of the drain 

portion, which allows body fluids in the cavity to pass into and along the conduit into a 

drainage site (fig. 1, col. 2, II. 7-19, col. 4, II. 56). One would be motivated to modify the 

surgical drain of Johnson with the plurality of drain holes of Russo to provide a means to 

drain body fluids and since both references disclose surgical drains for insertion into the 
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body proximate tissue. Therefore, it would be obvious to one of ordinary skill in the art at 
the time the invention was made to modify the surgical drain, thus providing a plurality 
of drain holes. 

4. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
(US 3,866,599; herein 'Johnson') as applied to claim 1 above, and further in view of 
Harautuneian et al. (US 4,684,694), Koehn (US 3,030,953), Santomieri (US 3,515,137) 
and Beck (US 3,537,451). Johnson discloses catheter materials such as nylon, Teflon®, 
polyvinylchloride, polyurethane, polyethylene, etc (col. 5, II. 15-20). Johnson does not 
expressly disclose the conduit material is optically transparent. It is well known to use 
transparent polyvinylchloride, polyethylene, polytetrafluoroethylene (also known as 
Teflon®), and polyurethane materials for catheters as taught by Harautuneian, Koehn, 
Santomieri and Beck. One would be motivated to modify the catheter material of 
Johnson with the optically transparent catheter materials of Harautuneian, Koehn, 
Santomieri and Beck to provide a means to see the first and second sensing systems 
through the conduit and since both references disclose the aforementioned materials for 
use in catheters. Therefore, it would be obvious to one of ordinary skill in the art at the 
time the invention was made to modify the catheter material, thus providing an optically 
transparent material. 

5. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
(US 3,866,599; herein 'Johnson 1 ) as applied to claim 1 above, and further in view of 
Sadowski (US 3,614,737; herein 'Sadowski'). Johnson does not expressly disclose a 
processing system to compare differences in physiological properties. It is well known 
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that processing systems compare differences in data as taught by Sadowski (col. 1 , II. 
71 -col. 2, line 6). Therefore, it would be obvious to one of ordinary skill in the art at the 
time the invention was made to modify the drain, thus providing a processing system to 
compare differences in physiological data. 

6. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
(US 3,866,599; herein 'Johnson') as applied to claim 1 above, in view of Sadowski (US 
3,614,737; herein 'Sadowski'), and further in view of Leist (US 4,432,365; herein 'Leist'). 
Johnson/Sadowski disclose the processing system to compare differences as discussed 
above with respect to claim 7. Johnson/Sadowski do not expressly disclose the sensing 
systems sense temperature. Leist discloses it is known to build temperature sensors 
into transcutaneous physiological sensing units for medical diagnostic purposes (col. 1 , 
II. 68-col. 2, line 2). Therefore, it would be obvious to one of ordinary skill in the art at 
the time the invention was made to modify the sensing system, thus providing 
temperature sensors in the sensing systems. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Martin (US 4,631,061) is cited for showing a surgical drain 
attached to outside of body cavity with first sensing system 60,66,68 that senses liquid 
rather than tissue and optical fiber elements 66,68 that pair with light beam 67 to 
activate vacuum pump 43 to move through the collection device. Plicchi et al. (US 
2002/0123674) is cited for showing implantable therapeutic and diagnostic device of 
pulmonary tissue via multiple thermal flow sensors. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Hill whose telephone number is 571-272-7137. 
The examiner can normally be reached on Monday through Friday (off every other 
Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 1 5. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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